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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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DETAILED ACTION 
Information Disclosure Statement 

1 . The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1 .98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609.04(a) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Therefore, unless 
the examiner on form PTO-892 has cited the references, they have not been considered. 

Oath/Declaration 

2. The oath or declaration is defective. A new oath or declaration in compliance with 37 
CFR 1.67(a) identifying this application by application number and filing date is required. See 
MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

It does not identify the citizenship of each inventor. 

♦ 

Specification 

3. The specification is objected to as failing to provide proper antecedent basis for the 
claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01(o). Correction of the 
following is required: The disclosure as originally filed does not provide support for "first 
specific viscosity" and "second specific viscosity" as recited in claims 1,9-12 and 17. 

Since the terms appear in the original claims/specification, applicant may amend the 
specification to bring the terms into the disclosure without the introduction of new matter. 
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There is also lack-of support in the original disclosure for viscosity ranges as recited in 
claims 9-11. Since the recited viscosity range appears in the original claims/specification, 
applicant may amend the specification to bring the terms into the disclosure without the 
introduction of new matter. 

Furthermore, there is lack of support in the original disclosure for "sonication" as recited 
in claim 1 5. Since the recited "sonication" appears in the original claims/specification, applicant 
may amend the specification to bring the terms into the disclosure without the introduction of 
new matter. 

Claim Rejections - 35 USC § 112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claims 9-1 1 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for specific inherent viscosities for PLGA (see examples 12, 13, 15-18, 20, 
21 and 23), does not reasonably provide enablement for specific viscosity ranges recited in 
claims 9-1 1. The specification does not enable any person skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and use the invention commensurate in scope 
with these claims. This is scope of enablement. 

Scope of enablement is considered in view of the Wands factors (MPEP 2164.01(a)). 
The court in Wands states: "Enablement is not precluded by the necessity for some 
experimentation such as routine screening. However, experimentation needed to practice the 
invention must not be undue experimentation. The key word is 'undue, 1 not 'experimentation. 1 " 
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(Wands, 8 USPQ2d 1404). Clearly, enablement of a claimed invention cannot be predicated on 
the basis of quantity of experimentation required to make or use the invention. "Whether undue 
experimentation is needed is not a single, simple factual determination, but rather is a conclusion 
reached by weighing many factual considerations." (Wands, 8 USPQ2d 1404). The factors to be 
considered in determining whether undue experimentation is required include: 1) The nature of 
the invention, 2) the state of the prior art, 3) the predictability or lack thereof in the art, 4) the 
amount of direction or guidance present, 5) the presence or absence of working examples, 6) the 
breadth of the claims, and 7) the quantity of experimentation needed. 

While all of these factors are considered, a sufficient amount for a prima facie case are 
discussed below. 
The nature of the invention : 

The nature of the invention is the mixing of buprenorphine with two types of PLGA 
solution having different inherent viscosities, polyvinyl alcohol and halogenated organic solvent 
and where the formulation resulting from the mixing of the ingredient is buffered with potassium 
phosphate buffer. 

The amount of direction and guidance present : 

Direction and guidance is provided for using specific viscosities for each PLGA and not 
for range of viscosities. 

The presence or absence of working examples : 

The working examples provide formulations where two types of PLGA having specific 
viscosities are used to formulate the pharmaceutical. 
The nature of the prior art and the quantity of experimentation needed : 
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The prior art is what the prior art knows. There is no absolute predictability even in 
view of the seemingly high level of skill in the art. The existence of these obstacles establishes 
that the contemporary knowledge in the art would prevent one of ordinary skill in the art from 
accepting on its face the use of PLGA with ranges of viscosities without sufficient guidance. 
The instant claimed invention is highly unpredictable as discussed below: 

It is noted that the pharmaceutical art is unpredictable, requiring each embodiment to be 
individually assessed for physiological activity. In re Fisher, All F.2d 833, 166 USPQ 18 
(CCPA 1970) indicates that the more unpredictable an area is, the more specific enablement is 
necessary in order to satisfy the statue. 

Because the formulation art is unpredictable even in view of the seemingly high skill 
level, proper and adequate guidance is needed for formulating compositions comprising 
buprenorphine, PLGA having viscosity ranges recited in claims 9-11. 

In view of the lack of guidance, working examples, breadth of the claims, the level of 
skill in the art and state of the art at the time of the claimed invention, it would have required 
undue experimentation to make and/or use the invention as claimed. 

It is noted that the specification must teach those of skill in the art how to make and how 
to use the invention as claimed. In re Goodman , 29 USPQ2d at 2013 (Fed. Cir. 1994), citing In 
re Vaeck , 20 USPQ2d at 1445 (Fed. Cir. 1991). 

The courts have stated that reasonable correlation must exist between scope of exclusive 
right to patent application and scope of enablement set forth in patent application. 27 USPQ2d 
1 662 Ex parte MaizeL 

Therefore, the scope of enablement is considered in view of the Wands factors (MPEP 
2164.01 (a)). In view of the quantity of experimentation necessary to determine the parameters 
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listed above, the lack of direction or guidance provided by the specification, the absence of 
working examples for the demonstration or correlation to the claimed range of viscosities, the 
scope of enablement provided for is not commensurate with the claimed ranges. 

The rejection may be overcome by claiming the viscosities enabled by the disclosure. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

8. Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lawter et al. 
(US 5,000,886) in view of Oshlack et al. (US 6,716,449) or Hille et al. (JP 403103732A). 

Lawter prepares microcapsules of pharmaceutical agents in the presence of halogenated 
organic solvent such as methylene chloride (column 5, lines 20-27), phosphate buffer, PLGA 
having viscosity in one example being 0.65 dl/g (Example 4) and viscosity in another example 
being 0.29 dl/g (Example 5). Lawter contemplates preparing many pharmaceutical agents 
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including buprenorphine (column 4, lines 10-40 with specific emphasis on line 37 for the 
buprenorphine). While the embodiments exemplified do not contain buprenorphine, it is noted 
that any of the drugs listed in the column 3, line 48 to column 4 line 40 can be prepared 
administered by the process of Lawter. 

It is prima facie obvious to combine two compositions each of which is taught by the 
prior art to be useful for the same purpose, in order to form a third composition to be used for the 
very same purpose. . . .[T]he idea of combining them flows logically from their having been 
individually taught in the prior art." In re Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 
(CCPA 1980). 

In this case, a third composition that contains PLGA having different viscosities and 
containing buprenorphine is rendered obvious with expectation of success that the compositions 
can be successfully formulated; 

Lawter contemplates administering the formulation to a subject by any means or route 
(column 5, lines 56 and 57) and administering a buprenorphine formulation to a subject would 
mean that the individual is identified as needing treatment with buprenorphine and thus the 
method of claim 20 is met. 

Lawter's buprenorphine formulation does not contain polyvinyl alcohol. However, 
buprenorphine is known in the art to be formulated with polyvinyl alcohol as is disclosed by 
Oshlack in example 20 and as disclosed in the English abstract of Hille (JP403193732A). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to formulate the buprenorphine formulation according to Lawter and include PVA as 
suggested by Oshlack or Hille. 
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9. 



The specification has not been checked to the extent necessary to determine the presence 



of all possible minor errors. Applicant's cooperation is requested in correcting any errors of 
which applicant may become aware in the specification. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594. 
The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Tech. Center 1600 



